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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

THERAGUN, LLC,

Opposer
Opposition No. 91250143
v, Serial Nos. 88/369,232; 88/369.266
Marks: THERAGEN and §Theragen
THERAGEN, INC.,
Applicant.
DECLARATION OF J. CHRIS MCAULIFFE
& My name is J. Chris McAuliffe. I am the Chief Executive Officer at Theragen,
Inc. (“Theragen™).
2. | have personal knowledge of the facts set forth in this Declaration and can testify
competently to the truth of each of the statements herein.
3. I understand that Theragun, LLC (*Opposer”) alleges that Theragen’s mark

THERAGEN, as applied for in Theragen’s trademark Application Serial No. 88/369,252, and
Theragen's mark THERAGEN & Design, as applied for in Theragen’s Application Serial No.
88/369,266 (together, “Theragen’s Marks™), both covering Theragen's Goods (defined below),
are likely to cause confusion, mistake, or deception with respect to Theragun's claimed mark.

4. To my knowledge. there has been no actual consumer confusion regarding
Theragen and Opposer’s company to date, nor has there been any consumer confusion regarding
Theragen’s and Opposer’s respective products.

5. Theragen 1s a medical device company that develops effective and safe
therapeutic technologies for healing and pain relief.

6. Theragen first began using “Theragen™ as a trade name in 2014,

T Theragen began developing medical devices in 2014.



8. Theragen’s medical devices include noninvasive medical devices, specifically
neuromuscular electrical stimulation devices and transcutaneous electrical nerve stimulation
devices. Theragen's medical devices do not use percussive or mechanical energy to deliver
therapy.

9 Theragen intends to use the Theragen Marks on and in association with its
electrostimulatory devices that target certain portions of the body, namely, a patient’s knees,
spine, or upper extremities, and use topical electrical stimulation in order to provide tissue, bone,
and/or joint therapy as pain treatment (the *““Theragen Goods™). Again, the Theragen Goods do
not use any percussive force to provide therapy. making them starkly different from Opposer’s
products.

10.  The Theragen Goods are not handheld or manually supported while in operation,
but are specifically placed on a certain targeted portion of the body with a conductive medium
attached to the skin, and are designed to only treat certain designated types of tissue. Theragen
Goods remain in one location on the body while delivering therapy.

Il.  The Theragen Goods require approval from the United States Food and Drug
Administration (the “FDA™). Approval from the FDA specifically defines how Theragen may
market the proposed use of the Theragen Goods, as well as the functions of the Theragen Goods
themselves (the “Indications for Use™). Theragen's representations to the FDA are binding and
cannot be altered. Were Theragen to market or use its devices beyond its representations to the
FDA, Theragen would be practicing off-label marketing, which is prohibited by FDA and could
result in criminal charges against a manufacturer.

12.  Attached as Exhibits A through C are documents submitted by Bio-Medical
Research Ltd. ("BMR™), Theragen’s predecessor in interest, to the FDA. These documents
reflect the representations made to the FDA regarding the products Theragen mtends to identify
using the Theragen Marks. BMR assigned all rights, including the intellectual property rights, to
these products, along with their FDA registrations, to Theragen on August 16, 20135.

13.  Asoutlined in the FDA submissions, Indications for Use for the Theragen Goods

1



are “based on the principles of NMES and TENS. NMES may be defined as the application of
electrical stimulation of the peripheral nervous system to contract a muscle, either through the
direct activation of the motor neurons in the mixed peripheral nerve, or indirectly through reflex
recruitment. TENS can be defined as a pain therapy based on the application of electrical stimuli
to the skin via stimulation of the nerve fibers.” See Exhibit C at 5 (emphasis added).

14.  In addition to the FDA review of Theragen’s submissions, the Theragen Goods
will be reviewed and classified by Medicare as part of its Pricing, Data Analysis, and Coding
system and assigned a code under the Healthcare Common Procedure Coding System. The
codes provide structured guidelines on how the Theragen Goods can be billed, and consequently,
how the Theragen Goods can be prescribed. Should Theragen wish to be reimbursed under the
Medicare program, it will be required to only bill its products as electrostimulatory devices, and
will only be able to sell them via prescription.

15.  Asindicated by Theragen’s FDA submissions and the Medicare classifications,
the Theragen Goods are available for sale by prescription only. See Exhibit A, B and C. The
Theragen Goods cannot be sold online, either by Theragen itself or by third-party retailers.

16.  The Theragen Goods will not be made available or sold to the general public
“over the counter,” but rather, are prescribed by credentialed, licensed medical professionals,
reimbursed within the U.S. medical healthcare reimbursement community, and ultimately
purchased by sophisticated consumers who have previously consulted with a medical
professional, such as surgeon or licensed prescriber, to obtain a prescription for a Theragen
Good, The Theragen Goods are prescribed in response to a specific medical condition. In certain
circumstances, licensed practitioners may pre-order a certain amount of bulk Theragen Goods for
ready availability at their respective clinics, but may only provide the Theragen Goods to a
particular patient only after the patient has been diagnosed with a condition requiring the
application of a Theragen Good.

17. Intended consumers for Theragen’s Goods are prescribing doctors, physical

therapists, and licensed medical professionals, as well as individual consumers who obtain



prescriptions from their doctors, physical therapists, or medical professionals.

8. Iam familiar with Opposer’s products, and know that the products are marketed
directly to consumers “over the counter”. Opposer’s products do not require a prescription from
a licensed medical professional prior to purchase, and can be purchased directly from Opposer’s
website and from third-party retailers such as Amazon.

19.  Ideclare under penalty of perjury that the foregoing is true and correct.

Dated: September 16, 2020 /\ Q /

v
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Bio-Medical Research Ltd.
m— : Parkmore Business Park West, Galway, Ireland

Tel: +353 (W91 774300 - Fax: +333 ()91 774301

bio-medical research ltd.

This 510k Summary is being submitted in accordance with the requirements of 21 CFR

807.92.

1. Contact Details

Name: Anne-Marie Keenan

Address: Bio-Medical Research Ltd.,
Parkmore Business Park, West

Galway. Ireland

Telephone: +353 91 774300
Fax: +353 91 774302
E-Mail: akeenan@bmyr.ie
Prepared: December 22, 2011

2. Device Name

Trade Name of Device: Neurotech Recovery
Common Name: Conductive Garment
Regulation Number: 21 CFR 882.1320
Regulation Name: Cutaneous Electrode
Product Code: GXY

Device Class: 2

3. Identification of Equivalent Legally Marketed Device

510(k) Number: K070142

Manufacturer: Bio-Medical Research Ltd.

Trade Name: System-Abs

510(k) Number: K082190

Manufacturer: Bio-Medical Research Ltd.

Trade Name: Baxolve XP Conductive Garment

Directors: T. Kirwan (Chairman), Dr, P.A, Smith (Managing}, Dr. B, Collias, P.K. McDoennell, C. Minogue, P. McGrath

Registered in [reland No. 132947



4, Description of Device

The Neurotech Recovery is a non-sterile, reusable conductive garment for single patient use
only. It acts as an interface between the adhesive electrodes on the patient's skin and the
Neurotech Plus electrical stimulator which provides Neuromuscular Electrical Stimulation

(NMES) or Transcutaneous Electrical Nerve Stimulation (TENS).

The Neurotech Recovery is available as two options, cach targeting separate areas of the
human anatomy:

1. The Neurotech Recovery for the lower back which is constructed of the following

materials; Main Panels: 89% Nylon & 11% Spande;c laminated to Polyurethane,

Silver Trace, Binding: 100% Cotton & Hook and Loop Fastener: 100% Nylon

II‘J

The Neurotech Recovery for the abdomen which is constructed of the following
materials; Main Panels: 100% Nylon, Binding: 82% Nylon & 18% Elastane, Hook
and Loop Fastener: 100% Nylon & Foam Padding: 100% Polyurethane

Included with each Neurotech Recovery conductive garment are conductive gel pads. an
extender strap and instructions for use, The device is intended be available by prescription

ounly.

5. Statement of Intended Use/Indications for Use
Intended Use:
The Neurotech Recovery is intended for home use. Sale of the device has been restricted to

sale under a prescription order from a licensed practitioner.

Indications for Use:

The Neurotech Recovery — Back Conductive Garment for the back and associated accessories
are indicated for uwse with Neurotech Stimulators to facilitate the frequent and correct
positioning and repositioning of large, multiple, and/or difficult to reach stimulation sites

associated with the low back.

The Neurotech Recovery — Back Conductive Garment for the abdomen and associated
accessories are indicated for use with Neurotech Stimulators to facilitate the frequent and
correct positioning and repositioning of large, multiple, and/or difficult (o reach stimulation
sites associated with the abdomiinal area.
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6. Summary of Technological Characteristics
There are no new technological characteristics that could affect safety or effectiveness of the
Neurotech Recovery device. No clinical tests have been submitted as part of this premarket
notification. The Neurotech Plus device complies with the following international standards:
¢ IS, EN ISO 14971 2007 Medical devices - Application of risk management to
medical devices
¢ EN ISO 10993-1:2009 Biotogical evaluation of medical devices - Part I: Evaluation
and testing within a risk management process (ISO 10993-1:2009)
s EN ISO 10993-53:2009 Biological evaluation of medical devices - Part 5: Tests for in
vitro cytotoxicity (ISO 10993-5:2009)
s [N ISO 10993-10:2002 & Amendment 1 2006 Biological evaluation of medical
devices -- Part 10: Tests for irritation and skin sensitization (ISO 10993-

10:2002/Amd. 1:2006
Based on substantial equivalence analysis carried out between the proposed Neurotech

Recovery device and the listed predicates, we believe that the proposed device is safe and

effective.
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Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room ~W066-G609

Silver Spring, MD 20993-0002

“

4 WIALTH
o 4,

é DEPARTMENT OF HEALTH & HUMAN SERVICES

Bio-Medical Research Ltd.
c/o Ms. Anne-Marie Keenan
Quality & Regulatory Engineer
Parkmore Business Park West .
JAN 2 0 2012

Galway,
Ireland

Re: K112934 .
Trade/Device Name: Neurotech Recovery
Regulation Number: 21 CFR 882.1320
Regulation Name: Cutaneous Electrode

Regulatory Class: Class I1

Product Code: GXY
Dated: December 21, 2011
Received: December 22, 2011

Dear Ms. Keenan:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to

devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.



Page 2 — Ms. Anne-Marie Keenan

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/ CORH/CDRHOffices/ucm 115809 .htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYow/Industry/default. htm.

Sincerely yours,

bmad s

alvina B. Eydelman, M.D.
Director
Division of Ophthalmic, Neurological,
and Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

K112934
510¢k) Number (if known):

Device Name: Neurotech Recovery-Back

Indications for Use:

The Neurotech Recovery — Back Conductive Garment for the back and associated accessories are
indicated for use with Neurotech Stimulators to facilitate the frequent and correct positioning and
repositioning of large, multiple, and/or difficult to reach stimulation sites associated with the low

back.

The Neurotech Recovery - Back Conductive Garment for the abdomen and associated
accessories are indicated for use with Neurotech Stimulators to facilitate the frequent and correct
positioning and repositioning of large, multiple. and/or difficult to reach stimulation sites

associated with the abdominal area.

Prescription Use _X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

A o=

(Division Sign-Off)
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices

2959

510(k) Number K
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This 510k Summary is being submitted in accordance with the requirements of 21 CFR

807.92.

bio-medical research (td.

1. Contact Details

Name: Anne-Marie Keenan

Address: Bio-Medical Research Ltd.,
Parkmore Business Park, West

Galway, Ireland

Telephone: +353 91 774300
Fax: +353 91 774302
E-Mail: | akeenan(bmr.ie
Prepared: November ,2, 2011

2. Device Name and Regulation

Trade Name of Device: Neurotech Plus, Type 413

Regulation Number: 21 CFR 882.5890

Regulation Name Transcutaneous electrical nerve stimulator for pain relief
Product Code: GZI, NYN, IPF

Device Class: . 11

3. Identification of Equivalent Legally Marketed Device

510(k) Number: K082011
Manufacturer: Bio-Medical Research Ltd.
Trade Name: ‘ MediStim XP, Type 281
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510(k) Number: K082011

Manufacturer: Bio-Medical Research Ltd.

Trade Name: - MediTens XP, Type 458

510(k) Number: K061516

Manufacturer: Compex Technologies

Trade Name: Staodyn® Max, Model 4470

510(k) Number: K971437

Manufacturer: Murray Electronics

Trade Name Bionicare Stimulator System Model Bio-1000

4. Description of Device

The Neurotech Plus is a portable, two-channel; battery operated system which can provide
both Neuromuscular Electrical Stimulation (NMES) and Transcutaneous Electrical Nerve
Stimulation (TENS). The device is intended be available by prescription only. Included with

the Neurotech Plus control unit, are a lead wire assembly, electrodes and instructions for use.

The Neurotech Plus contains ten program sets which have been each allocated an individual
type number. Seven of these types offer a combination of NMES and TENS programs.
There are two types which offer only NMES programs and one which has only TENS

programs.

The lead-wire assembly contains the ID chip (EEPROM) that identifies the required program
set. Each of the program set options are pre-programmed during manufacturing and no
access (o the configuration is available 1o either the end user or clinician. When each lead
wire is connected to the unit and the outputs (A, B, C or D) to the electrodes, the two
channels may be operated independently through the unit. Detailed diagrams for correct

device usage and placement of the electrodes are available as part of the instructions for use.

5. Statement of Intended Use/Indications for Use

Intended Use: Dependent on the program chosen, the Neurotech Plus, Type 413 can deliver

Neuromuscular Electrical Stimulation (NMES) for the activation of muscle for rehabilitation
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and/or Transcutaneous Electrical Nerve Stimulation (TENS) for the activation of nerves for

neuromodulation and management of pain.

Indications for Use:
Models 431, 432, 433, 434, 436, 439, & 440 offer a combination of NMES or TENS

programs.

NMES Indications for Use

Maintain or increase the range of motion
Prevention or retardation of disuse atrophy
Re-educate muscles

Relax muscle spasms

Increase local blood circulation

Prevention of venous thrombosis of the calf muscles immediately after surgery

TENS Indications for Use

Symptomatic relief and management of chronic, intractable pain

Relief of pain associated with arthritis

Adjunctive treatment in the management of post-surgical and post-trauma pain

Adjunctive therapy in reducing the level of pain and symptoms associated with osteoarthritis

of the knee (models 431, 432, 433 only)

Models 437, 441 (NMES only indications for use)
Maintain or increase the range of motion
Prevention or retardation of disuse atrophy
Re-educate muscles

Relax muscle spasms

Increase local blood circulation

Prevention of venous thrombosis of the calf muscles immediately after surgery

Model 438 (TENS only indications for use)
Symptomatic relief and management of chronic, intractable pain
Relief of pain associated with arthritis

Adjunctive treatment in the management of post-surgical and post-trauma pain

Sale of the device has been restricted to sale under a prescription order from a licensed

practitioner.,

Page 3 of 33
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6. Summary of Technological Characteristics

There are no new technological characteristics that could affect safety or effectiveness of the
Neurotech Plus device. No new clinical tests have been submitted as part of this premarket

notification.

The Neurotech Plus device complies with the following international standards:

e IEC 60601-1 (1998) + A1 (1991) + A2 (1995) Medical Electrical Equipment - Part 1:

General Requirements for Safety.
s [EC 60601-2-10 (1987) + Al (2001) Medical electrical equipment - Part 2-10:
Particular requirements for the safety of nerve and muscle stimulators. ‘
¢ TEC 60601-1-2:2001 Medical electrical equipment - Part 1-2; General requirements

for safety - Collateral standard: Electromagnetic compatibility - Requirements and

_ Tests
o [S.ENISO 14971 2007

6.1 Program Sets

Tables 6.1.1 to 6.1.10 show the program parameters for each model of the Neurotech Plus.

Page 4 of 33
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e Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room —WO66-G609
Silver Spring, MD 20993-0002

Biomedical Research, LTD

c/o Ms. Anne-Marie Keenan JAN - 9 200
Quality & Regulatory Engineer

Parkmore Business Park West

Galway, Ireland

Re: K112258
Trade/Device Name: Neurotech Plus, Type 413
Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief
Regulatory Class: 11
Product Code: GZJ, NYN, IPF
Dated: November 30, 2011
Received: December 5, 2011

Dear Ms. Keenan:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class LIl (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.




* Page 2 — Ms. Anne-Marie Keenan

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.pov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yomM

Malvina B. Eydelman, M.D.
Director
Division of Ophthalmic, Neurological,
and Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use
510(k) Number {if known): k \ ‘ }L{{

Device Name: Neurotech Plus, Type 413

Indications for Use: The Neurotech Plus device is indicated for the following:

In combination Neuromuscular Electrical Stimulation (NMES) and Transcutaneous
Electrical Nerve Stlmulatlon (TENS) modes, models 431, 432, 433, 434 436 439 & 440

sNMES Indications’: ;%% %5500 o' -0 TENS Indieations .- e e

Maintain or increase the range of motion Symptomatic reilef and management of
chronic, intractable pain

Prevention or retardation of disuse atrophy Relief of pain associated with arthritis

Re-educate muscles Adjunctive treatment in the management of
post-surgical and post-trauma pain

Relax muscle spasms o Adpinctive therapy in reducing the level of
pain  and symptoms associated  with

Increase local blood circulation osteoarthritis of the knee (models 431, 432 and
433 only)

Prevention of venous thrombosis of the calf

muscles immediately after surgery

In Neusromuscular Electrical Stimulation (NMES) only mode, models 437 & 441
INMES Tiidicationis -2 208k TP el 0 e MLt s

Maintain or increase the range of motion

Prevention or retardation of disuse atrophy

Re-educate muscles

Relax muscle spasms

Increase local blood circulation

Prevention of venous thrombosis of the calf muscles immediately after surgery

In Transcutaneous Electncal Nerve Stlmulatmn (TENS) only mode, model 438
~TENS:Indications: - : : 25 . A

Symptomatic relief and managemem of chromc mtractable pain

Relief of pain associated with arthritis

Adjunctive treatment in the management of post-surgical and post-trauma pain

Prescription Use _X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divistan $1n-Off)
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices

K 1/224 &

510(k) Number
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k10350

bm Bio-Medical Research Ltd.
Parkmore Business Park West, Galway, reland AUG -3 7201

bio-medical research {t0.  Tel: +353 (0)91 774300 - Fax: +353 (0)91 774301

This 510(k) Summary is being submitted in accordance with the requirements of 21 CFR
807.92.

1. Contact Details

Name: Anne-Marie Keenan
Title: Quality/Regutatory Engineer
Address: Bio-Medical Research Ltd.,

Parkmore Business Park, West

Galway, lreland

Telephone: +353 91 774300
Fax: +353 91 774302
E-Mail: akeenan@bmr.ie
Prepared: July 25, 2011.

2. Device Name

Trade Name of Device: Kneehab XP, Type 412/421

Common Name: Transcutaneous Electrical Nerve Stimulator
Powered Muscle Stimulator

Regulation Number: 21 CFR 882.5890
21 CFR 890.5850

Regulation Description: Transcutaneous electrical nerve stimulator for pain refief
Powered muscle sttmulator

Product Code: IPF, GZJ, NYN

Device Class: 2

3. Identification of Equivalent Legally Marketed Device

510(k) Number: K083105
Manufacturer: Bio-Medical Research Lid.
Trade Name: Kneehab XP Conductive Garment, Type 411

Directors: T. Kirwasn (Chairmua), Dr. P.A. Smith (Managing). Dr. B. Cellins, P.K. McBonnell, C. Minogue, P, McGrath

Regi.&lered in Ireland Na, 152947



510(k) Number:

Manufacturer:

Trade Name:

K082011
Bio-Medical Research Ltd.
MediStim XP, Type 28|

510k} Number: K082011

Manufacturer: Bio-Medical Research Ltd.
Trade Name: MediTens XP, Type 458
510(k) Number: K061516

Manufacturer:

Compex Technologies, Inc

Trade Name: Staodyn Max Preset
510¢ky Number: K0O21100
Manufacturer: Empi

Trade Name:

510(k) Nﬁ]llber:

Manufacturer;

Trade Name:

300 PV Complete Electrotherapy System

K971437
BioniCare Medical Technologies

Bionicare® Stimulator System

4, Description of Device

The Kneehab XP, Type 412/421 is a portable, battery operated, combination device which
can provide both neuromuscular electronic stimulation (NMES) and transcutaneous electrical
nerve stimulation (TENS). The device incorporates multipath®, a patented technology
developed by neurotech® which enables the Kneehab XP Conductive Garment to deliver
highly focused and accurate NMES muscle contractions. This device also provides a method

of pain management and relief through the use of TENS technology.

The Kneehab XP pack consists of a rechargeable control unit, a left or right universally sized
garment, a pack of custom adhesive clectrodes, a battery charger and instructions for use.
The garment is fastened around the thigh and above the kneecap and contains a connector
socket into which the control unit is plugged. Power is derived from a 3.6V NiMH

rechargeable battery pack that is pre-installed in the unit. A battery charger is included with

2

Page 2 of 10



the device and the device cannot be used while being charged. The adhesive electrodes have
an estimated usage capability of 20 sessions when used under the recommended conditions of

use.

All internal connections of the unit are over molded to prevent moisture ingress. The user has
no access to the wiring or connectors within the garment.and is unable to alter the current
path. There are nine treatment programs in total (six NMES and three TENS) with a duration
of 20 minutes each. Program details are included in the instructions for use. For purposes of
hygiene, the garment may be cleaned and instructions for device care are included in the user

manual.

5. Statement of Intended Use and Indications for Use
Kneehab XP, Type 412/421 delivers stimulation based on the principles of NMES and TENS.

NMES may be defined as the application of electrical stimulation of the peripheral nervous
system to contract a muscle, either through the direct activation of the motor neurons in the
mixed peripheral nerve, or indirectly through reflex recruitment. TENS can be defined as a
pain therapy based on the application of electrical stimuli to the skin via stimulation of the

nerve fibers,

In NMES mode (Programs [-6), the Kneehab XP, Types 412/421. is indicated for use as

tollows:
I.  Maintain or increase the range of motion.
2. Prevention or retardation of disuse atrophy
3. Re-educate muscles
4,  FEarly post-surgical quadriceps strengthening and improved post surgical knee
stability secondary to quadriceps strengthening
5. Relax muscle spasms

6. Increase blood circulation

Programs 1-6 use multipath technology.

Page 3 of 10



Neuromuscular Electrical‘ Stimulation (NMES) Programs on Kneehab XP:

Program | Duratien | Frequency/ Pulse Ramp Contraction Ramp Relaxation | Additional | -lndir_.:ation'
Number | (Minutes) | Rale (Hz) Width Up Time Down Time Functien No.
{psec) Time (seconds) Time (seconds) -
{seconds) (seconds})
Pt 20 50 300-400 ! 5 0.5 10 Trigger 4
P2 20 50 300-400 1 10 0.5 10 Trigger 1,2,3.5,6
P3 20 50 300-400 1 1} 0.5 20 Trigger 1.2,356
P4 20 50 300-400 ! 10 0.5 30 Trigger 1.2,3.5,6
P35 20 35 300-400 1 5 0.5 § Trigger 1.3,3.5,6
P6 20 70 300-400 1 10 0.5 50 Trigger 1.2,3.5.6

In TENS Mode (Programs 7 - 10), the Kneehab XP, Type 412/421 is indicated for use as

follows:
7. Provide symptomatic relief and management of chrenic, intractable pain
8. Provide an adjunctive treatment in the management of acute, post-surgical or post-
traumatic pain
9. Provide symptomatic relief and management of intractable pain and relief of pain
associated with arthritis
10,  Provide an adjunctive therapy in reducing the level of pain and symptoms
associated with osteoarthritis of the knee
il
Transcutaneous Electrical Nerve Stimulation (TENS) Programs on Kneehab XP:
Program | Duration | Frequency/ | Pulse Ramip Contraction Ramp | Relaxation | Additional | Indication
Number § (Minutes) | Rate (Hz) | Width Up Time Down Time Function® : No.
{psec) Tlme (seconds) Time {seconds) )
(seconds) . (seconds) o
P7 30 99 3 NIA Cominuous NIA N/A No Trigger 7-10
P8 30 4 300 N/A Continuous N/A NFA No Trigger 7,8.9
P9 30 125 175 N/A Continuous N/A N/A No Trigger 7.8.9

6. Summary of Technological Characteristics

There are no new technological characteristics that could affect safety or effectiveness of the

Kneehab XP, Type 412/421 device. A summary of the technological characteristics of the

new device in comparison to the predicate device has been included below:

Page 4 of 10




General Comparison Proposed Device Predicate Device Predicate Device " Predicats Deviee Prodicate Device Prodlcate Device Predicate Pevice
Name of Device: Knechab XP Knechab XP MediTens XP MediStim XP Staodyn Max 300 PY Complete Bionicare® Stimulator
N . . Conductive Garment - N Electrotherapy System System

SL0k Number: Ki10350 - - K083105 K811 KO082011 KO061516 k021100 K871437

Intended Use The Kneehab XP is | The Knechab XP is | The MediTens XP is [ The Kneehab XP is | The Knechah XP o is | The 300 PY isa The  Bionicare  1s @
inlended  to provide | imended o provide | inended e provide | ntended w0 provide | inended o provide | multifuncrion hattery  epersted  TENS
HaACULHROUS transcnenuy Tranw wtuneeus transcutancous transcutineous electrotherapy device stimulator priclucing
Newromuseular Electricat | Newromuscular Biceirieal | Elecincal Nerve | Neuromuscular Bledrical | Neuromuscular Electrical | intended to provide pulses @ JHE Ha

Stimulation iNMES) and
Transculanenus

lectrical Nerve
Stimation {TENS ),

Stimulaion (NMES) and
Transcutanenus
Elecurical
Stimubation {TENS

Nerve

Stirnutation rITENS).

Stimulauon (NMES) and
Transyulanenus

Electrical Nurve
Stimulation {TENS

Stimulation (NMES) and
Transvilutcuus
Eleetrical
Stimufation {TENS

Nerve

Newromuscular Electricad
Stimulation tNMES),
Transcutancous
Eleetrical Nerve
Stimulation (TENS).
Interferential Current
Stimulation ¢ IFS) und
Funetivnal Eleetrical
Stmulation {17

Electrodes ar applivd o0
the hnee und thigh,

Prescriptive Use Yoy Yes | Vou Yes You Yox Yex

Indications for Use In NMLS made | Muscle re-cducation of | The symplomatic reliet | Nevronwseular Etectrical | The  Staodyn®  Max | (TENS/NMES Provide an  adjunciive
{Programs  1-6) the | the quadriceps. | and  munagement  of | Stimulation (NMES) for | Preset Transcutancous | ladications for use) therapy in reducing the
Knuechab XP is intended | Maimaining or incrcase | chronic intractable pain. | relazatien  of  musele | Electrical Nerve | As a NMES device, the level of pain  and
10: range of motion of the | Ir i alo an adjunctive | spasms.  prevention  or | Stimulater Device is used | 300 PV s indicated for sympioms ussoviuted
Mainfain  or  increasc | knee joint. Prevention or | freatment in the | retardation  of  disuse | for  the  sympromatic | the following conditions: | with oswourthrilis of the
range of motion, | setardation  of  disuse | managemem  of  post- | atrophy, increasing local | relief and management of | Re-educating muscles, knee end  tor overall
Prevention or fetardarion | asrophy in the | surgical  and  post- | bleed circutation, musele | chrunie intractable pain | Relaxation of musele improvement of the knee
of disuw atrophy, quadriceps,  Early post- | troumwiie  pain. The | re-educnion, immediale | and  relicf  of  pain | spasin. Increasing local
Re-educate museles, | osurgical quadriceps | device has no curative | posi-surgical stimulation | associaled with anhritis, | blood circulation,
farly post-surgical | strengthening amd | value and should only be | of  calf  muouseles 1o | 10 ois alse used s an | Retarding or preventing
quadniceps sirengrhentng | improved  post-surgical | used in conjunction with | prevent venous | adiunctive treiment i | disuse atrophy,
and  improved  post | knee stability sevendary | medies) supervision, thrombusis and | the management ot post- | M ling o1
surgivad  knee  siahility | a0 yuadriceps maintaining or increasing [ surgieal amd  pust- § increasing range of
xevondary fo gumineeps | osttrengthemng & range of motion. trauratic pain mation & Prevention of
strengrhening, Relux | Increasing  lowal  blod venotis thrumbosds of the
muscle spasms & | circulation. Transcutancous walf muscles immediately
Inerease  local  bloomd Elecrrical Nerve after surgery
circulation Stmulation (TENS) for

an adjunciive  treaument As a TENS device. the

In TENS Mode in the management of 300 PY s indicaed for

{Prograrms 7 - 9% the
Kncehab XP 3y ‘intende
w:

Pruvide symptomatic
reliet and rmanagement of
chronie, inructable pain,
Provide an  adjunclive
Ireatment in the
management  of - acule,
post-surgical  or - post-
Irgumatic _pain, Provide

post-surgical and  pote
fraumatic  acute  pain
prablems.

the following conditions:
Symptomatic relief and
managerent of chromic,
intractable pain and
Adjunctive treatment for
pust-surgical and post-
rauma acuie pain

Page 5 of 1




Genergl Campardsen Pruposed Device Predicate Device Predigate Device Predlcate Device Predicate Bevice Predicate Device Predicate Deviee
Name of Device: Knechah XP Kneehah XP - MediTens XP MediStm XP Staodyn Max 30 PY Complese Bionkcare®  Scimulator
: T Conductive Gamnient : : Efectrntherapy Svstem | Svstem
S10k Number: K110350 KO831405 > | K081l K082011: - K061516 KO31100 K971437
symplomatic  reliel and
Magement al’
intructable puin. Reliel of
pain  asockhited  with
arthritis.

Program 7 provides an
afjunctive  therspy  in
reducing the Jevel of pain
anid symptoms assoviated
with osleoarthritis of the
knec.

Energy Used or
Dellvered:

NiMH
Baitery

38V
Rechurgeable
Pack

Sume as proposed device

YV Banery (type 61.R6OT)

9¥ Batrery (1ype 6LR61)

3 a AAA Bolleries

2xAA

9% Bamery (ype 6LRS1)

Unit:

from
mulded
plastic

Censtrueted
injection
thermiasctiing
{ABS-PA-757).

Same as proposed device

Same s proposed device

Saine as proposed device

Nt available

Not available

¥ Bunery (type 6LRG 1Y

Gurment:

Centains an EEPROM.
Quter Fabrie: 10056
Nvlon, Enner Fabric: 7%
Polvchlarnprene & 30%
Pojvurcthane,

Binding: 82% Nyloa &
IBF Elzstane,
Fastenings: [00% Nvlun

Samk as proposed device

Not Applicable (N/A)

N/A

N/A

NiA

Garment wraps  around
hnee and thigh, contains
conductive surfaces oo
which conductive gel s
appli

Electrode

Electeede A: 194 omd,
Electrede B: 74 em2.
Electrede C: B3 w2 and
Elecuode [ 66 em2

Sumw s propused device

Industry standanl
clectrades

S5x3emé

7 em round

SemaYemete.

Industry standard
electrodes

3ox Sem &

7 em round

5emx Yomete,

industry siandard
clectrobes

Sx5umé&

7 e round

Soms 9o ete,

Industry stendurd
elecirodes

SxSen&

7 em round

Semx 9emete,

2 ol 12 x § cm appros

Lead Wires:

Over-moulded SATA
conneetor, sphitting 1o 5
lcads / studs.

Same as proposed devies

Setof tweo (durk blue and
light bluey, cach leud
wire hay 2 wires wnd
erminstes. with a 2mm
moulded pin Tor
conncelion tw cleciodes,
Construcied o PVC
insulated, coalzining 7-
strand tinse] copper with
interwaven Kevlar
reintorcing fibers.

Set of hwo {dark blue and
fight blugh vach lead
wire hus 2 wires and
terminates with @ Zmm
moulded pin for
connection o electrodes,
Comstructed  of  PVC
insulated, contaimng 7-
strand tinsel copper with
interwoven Kevlar
Teinforcing fibers.

Sciof two, cach lead
wire has 2 wines and
wrminates with a 2Zmx
moukivd pin tor
conneetion 1o electrodes.

Set of two, cach lead
wire has 2 wires and
ternunates with u 2iam
moulded pin for
conneetion ta electrodes.,

Set of two., cach lead
wire has 2 wires and
terminates with @ 2mm
maulded pis for
vennection o electrodes,

Charger:

PC/ABS, complics with
1EC 60930 and UL, 1450

Sume oy proposed device

NIA

N/A

NIA

YES. charges baeries
external lounit

NIA

Standards Met

[EC aU60L-) 11998) &
Al

Same ws proposed device

Sume ax proposed deyice

Sanw as proposed device

Not available

Not Available

Nol Available
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- General Comparisan

Proposed Device

“Predicate Devies

Predicate Device

Predleate Device

Predicate Device

Predicate Devlee

Predicate Deviee

‘Name of Device:

Kneehaby X

Kneehab XP
Conductive Garment

MediTens XP

MediStm X,

Staodyn-Max*

300 PY Complete
Eléctrotheropy System

Blanicare® Stimmlator
System

$10k Nunaber:

K110330

KO83105 -

KO082011

K082011

Kd61516

K021100

K871437

1991, AZ: 1995,
1EC 60601-2-10 11987)
& .
Al: 2001,

IEC 60801 - 1.2 2001),
180 14071:2007,

150 10993-1:2009

150 10993-5:2000
18010993 10:2002 &
ALXK6G

3 CPFR 898

21 CFR 300

Riocompatibility

Electrodes - ROKRWAT7

Samw as proposed device

Electrodes -
K8T4469 & KY63194

K97426,

Elecrrodes - KG70426,
KR74400 & KU65194

Not available

Nol availzble

Not Available

Compatibitity with the
environment & other
devices

Compties 10 JEC 80001 -
1-2 Medicad  cleemical
equipmenl - Pan 12X
General requirements for

aafely - Lallmeral
staaclard:
Electromagnetic
cumpatibility

Requireormnts amd (ests

Same as proposed device

Same us proposcd device

Same as proposed device

Not available

Not Available

Not Available

Sterility

INIA

NIA

NIA

NiA

NiA

NiA

NiA

Elcctrical &
Mechanical Snfety

Complics to 1EC 606011
Medical eleerrical
cquipment - Part |:
Generl requirements tor
safery & IEC (i01-2-1)

Medical clueinesl
oynipmem - Part 2.0
Panticuliy  reynirements

Ty the satety ol nerve
and muscle stimutalors

Suni us proposed device

Same as proposed device

Same us propusedt device

Not uvailable

Nol availuble

Not availahle

Chemicat Safety

MSDS Sheet (Elecirade
Gel}

Same s proposed device

Same as propasedd device

Same &y propased device

Nt available

Notavailable

Not available

Thermd Safely

Complies w EC a0a01-1
& 11:C 60601-2-10

Same as pruposed device

Same as proposed device

Same as propescd device

Now availabke

Not aviilahle

Not available

Radiatinn Safety

NI

NIA

NiA

NIA

Nos availzhle

INot aviilable

Not avgiluble
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UNIT Camparison Proposed Device Predicate Device Predicate Device Predicate Device Predicate Device Predicate Device ‘| Predicate Device
Name of Device: Kneehah XP Knechab XP MediTens XP MediStim XP Stzodyn Max 300 PV Complete 0
;| Conductive Garment i Electrotherapy System ™ |~

510k Number: K130350 - KAR3Lo5 Kos2011 KOR201 1 Kas1516 K0z1100 L

Manufacturer China Turnikey Solutions | Sume a» proposed device | Same as proposed device | Same as pruposed device | Compex Technologies Empi BioriCare Medical
Laogistics {Shenzhen) 599 Candigan Road Technologies, Inc.,
Co.Futian  Free Trade St Paul, 47 R Loveton Cirele
Zone. CHINA 318038 Minneseta 551263099 Sparks, ML) 21152

-Method of line | Ne line connection Same s proposed device | Sume e proposcd device | Samwe as proposed device | Same us propesed device | Same as proposed device | Same as proposed device

Esolation

Paotient Loeakage NIA Sarws s proposed device | Sume as proposed device | Same as proposed devics | Sume as proposed deviee | Same w proposed device No line conneetion
Current
No. of Output Modes 1 Same us proposed deviee | Same s proposed device | Same as proposed device | Same as proposed deviee | Several. g Hi Velt, FES. 1
Waveform/Shupe Pulsed. Symmeiral, | Same i proposed deviee | Sanwe as proposed deviee | Sarne as proposed deviee | Symmetrical Biphusic Asymmetric and Muonophasic spike
Biphasic.  Rectangnlar Syuare Svinmetric sqlare Wave shaped pulse
with inlerphase interval options, Hi Volt pulse
optiont exponential
spihes.
N, of Qutput Channels | 2 Same as proposed device | Same us proposed device | Same #s proposed device | Sume as proposed device | Same s prupused device 2
SynchvAtiernating? Synchronous Same as propesed device | Samec as propused deviee | Same as proposed device | Same as proposed devive | Synchroneus and Synchronous
{Multiphkexcdi wiemating
~Method  of  chunnel | Transistor Same us propesed device | Samce as proposed device § Same us proposed device | Same as propused desive | Transformer unkrown
Isokation

Hegulated Current or
Regulated Voltape

Regulnted Cumrenmt

Sume as proposed device

Same as proposed device

Sane as propased deviee

Sunw i proposed device

Sume as proposed device

Claimed o e negulated
vollage

Sufeware/Firmwaure/ Yes St ay proposed deviee | Swme as proposed device | Sunwe as propused deviee | Samw oy proposed device § Sarw iy propesed device  § Samw as propesed deviee
Microprocessor
Control?
Awtmmatie Overloud Yor. current  limited, | Same as proposed device | Saime as proposed deviee | Same as proposed device | Unknown Unknown unknuwn
Telp? indgfinile  shurt circuir -
allowed
Automatic No-Load Yo Same as proposed device | Samw as proposed device | Samic oy proposed device | Same o propased device | Same as proposed device unknown
‘Lrip? .
Autamatic Shut Off? Yos Same as proposed device | Sanwe as proposed device | Same as proposed device | Sume s propesed device | Satie as proposed deviee Unknown

Patient
Comral?

Override

Yes, pawse butlon

Sume as proposed device

Snme us proposed deviee

Satte iy proposed devive

Nt available

Yo, Pause, FES mudes

Yes stop bukton cids
trealment
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{utpur Yoltage

556V @2A52

55.6VE 2k 0

TOV @2hQ

FOV @2k

UNIT Comparison Proposed Devies Predicate Devies Predicate Devlce Predivate Device Predicate Devlee Predicate Deviee Predicate Bevice
Nume of Device: . Kneehab XI* Kneehah XI" .~ - MediTens XP = . | Medistim XP -Stzedyn Max F300PY Complete, "0 | ’
| : Conductive Garment - : § : S - Flectrotherapy System
510k Number: K110330 KO83105 . K082011 Ko§2011 _Kosi516 K021100 R B
Timer range (mins) 20 minx - apen Same as pruposed device | Open 30 minutes — npen £20 mins 5 mins % open. Open
Welght cuniti 116g {inc. balteries) Samw as proposed device | b42p ine. batteries) 342g {inc. batreries) t45e I6p 136p
DHmensions 60x 2321 15mm Same as proposed device | 103x68x28mm HISxGBx28mm LI A2 L0 126" ¢ 3.3"x 43" 95x64x30mm
(WxHxD]
Frequency/ Program 7 Program 3 rogam 3 Program Program A Custom User 2 HOHz
Phase Doration  of | 99Hz SO0Hz 99 Hz SUHz 0aH, 150H 64nS
progrom  with highest | 30045 400 ns 150u8 400 pS 350p8 400us
HAIpUL pOWET.
Haseline W Peak | R0mA @35000Q S0mA @500 TSmA @50081 +- 10% T5mA @502 +/- 0% GOmAGS000 100mA 5004 A @ 5000
Current 28mA @7RQ 28mA @202 ASmA @2k A5mA @250
19mA @10k 39mA @100 TmA @ 10k} TmA@ Oks:
Baseline  to Penk | 400V @3000 400V ar S0 £ 3TV @5000 ATV @5008 30V @5000 S0V @500 12V 5000

surface area)

IV @O MV ar Ok Q OV @10k FOVE@ 10k
Muximum RMS Qurput ] 93V @ SO0 Q2 9.13V'@ 5000 6.4V @5008 7.5V @5000: B85V @500} 10.5V @5hn 33V
Yaltage 17.1V @ 2k{x 10,74V @ 2443 12,1V @2kl 14 @2k Estimated assuming
(45105 Ve 141V @ 10kQ 5.65Y @ 10kLz T V@ L0k TV @10k squire pulse shape
.64
Muxlmum RMS Output | 3.6 mA@S00 ) 12.3mA® 5000 12.8maA @5000 15mA @3000 13.9maA @3000) 2ImA - @50002 (As | B.6mA
Current 8.6 mA® 2kQ 537mA @ 2kQ 6.1mA @250 T mA &%0 stated in deviee WL
0% . 1420 pA@ 106kS} S565pA@10KQ T A @ HIKD 490pA @ kS however is Inconsistent
with uther stared
parametery)
Pulxe Width 6H) py -sum of both | 840us thoth phises max | 300u8(C sum  of  both | BRSO sum of both | T00uS - sum of both | 1200pS. swm of Bath | 6d0ps
phuses  300us 440 4 [ A00uS  wint dneerphase | phases; 150uS) (Prag 1) phases, 4p S) (Prog phases, 330p8 A0S phases and
interphase inrerval interval ol JOus) {Prog A) interphase inwrvat
Net Charge uC & 5000 OuC 4 5000 Gl @ 50080 OpC @ 5000 OuC @ 5006 <20pA Not s ailable
gt por pulse)
Maxiomnn Phase | 24 pC @& 50042 328uC 10.35pC & 30002, K 21l @ 30080, W0l 2EuC & 5000
Charge @500}
{+-20%)
Maximum Curvent | =I8.6 mA/BY em® 0.22 mAfem2 Using L sguare | Using 2 square | Using > square | ilsing ha square | Using 12 v 9 xm
Density @ 50062 =122 mAScm” elecirule clectrede clectrade clecinnle clectades
= 120 mAS2S em’ = 15 mA25 em’ =159 mA/28 e’ =21 mAS2S e’ =8.6 IA/TOR e’
. = D3 mAScm® = 0.6 mA/em’ = 06mas ew’ = D&ImAS e’ =008 mA/em’
Maximuanm Power | Progrum 7 2355 mWiem2 A3 mWiem” 4.5 mWicm® 29 mW/iem® RR mWiem® 0.4 mWierm®
Density @3008 2 lmWiem? @& 5000
tusing smallest
clectrode  eonductive

Furst Mode
ie pulse trains)y

YES, NMES on oft cyele

Yus, NMES on aft ¢xycle

Yes. burst mode TENS

Yo, NMES an off eyele

Yes, bursl mode TENS

Yes. NMES and TENS
maokdes
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7. Substantial Equivalence
Bio-Medical Research Ltd (BMR) has over 30 years experience in the research, design,
manufacture and marketing of medical grade products for both muscle strengthening and pain
relief. Bio-Medical Research Lid. complies with 21 CFR 820 and is registered to [.S. EN ISO
13485:2003, Medical Device Quality Management System for the design. manufacture and
distribution of electro-medical devices.
Knechab XP, Type 412/421 device complies with the I"ollowi'ng internationat safety
standards:
o 1EC 60601-1 (1998) + Al: 1991, A2: 1995, Medical Electrical Equipment - Part 1:
General Requirements for Safety
o IEC 60601-1-2 (2001), Medical Electrical Equipment - Part I-2: General Requirements
for Safety; Electromagnetic Compatibility Requirements & Tests.
a IEC 60601-2-10 (1987) + Al: 2001 Medical electrical equipment - Part 2-10:

Particular requirements for the safety of nerve and muscle stimulators

A risk managem‘cm plan has been carried out to 1.S. EN ISO 14971 2007.
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(C DEPARTMENT OF HEALTH & HUMAN SERVICES Pubtic Health Service

“rrasa Food and Drug Administraiion
10903 New Hampshire Avenue

Bio-Medical Research LTD. Dacument Control Room ~W(66-G609
o/o Anne Marie Keenan Silver Spring, MD 20993-0002
Quality/Regulatory Engineer

Parkmore Business Park, West

Galway

[reland EI

Re: K110350 AUG -3 2l
Trade/Device Name: Kneehab XP, Type 412/421
Regulation Number: 21 CFR 882.5890
Regulation Name: Transcutaneous electrical nerve stimulator for pain relief
Regulatory Class: Class 11
Product Codes: GZJ, IPF, NYN
Dated: June 24, 2011
Received: June 30, 2011

Dear Ms. Keenan:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CORH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

http://www.fda.cov/Medical Devices/Safety/ReportaProblem/default.htm for the CORH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, [nternational and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www_fda.pov/Medical Devices/ResourcesforY ou/Industry/default.hitm.

Sincerely. yours,

i Nooncs

Malvina B. Eydelman, M.D.
Director
Division of Ophthalmic, Neurclogical,
Ear, Nose and Throat Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K110350

Device Name: Kneehab XP, Type 412/42.1

Indications for Use:

The Kneehab XP, Type 412/421, Indications for use are as follows:

1

*
*

n NMES mode (Programs 1-6) the Kneehab XP is intended to:

Maintain or increase the range of motion.

Prevention or retardation of disuse atrophy

Re-educate muscles

Early post-surgical quadriceps strengthening and improved post surgical knee
stability sccondary to quadriceps strengthening

Relax muscle spasms

Increase blood circulation

In TENS Mode (Programs 7 - 9) the Kneehab XP is intended to:

Provide symptomatic relief and management of chronic, intractable pain

Provide an adjunctive treatment in the management of acute, post-surgical or
post-traumatic pain

Provide symptomatic relief and management of intractable pain and relief of pain
associated with arthritis

Provide an adjunctive therapy in reducing the level of pain and symptoms
associated with osteoarthritis of the knee '

Prescription Use X ' AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)

Division of Ophthaimic, Neurological and Ear,
Nose and Throat Devices

S10(k) Number k//ﬂ 350
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